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Note To File #3

The current SAP does not address survival measured from the date of first documented progression.

For those patients with documented progression at any time on study, the following additional tables
and figures will be generated.

The following tables and figures will be added to the SAP:
Tables:

e Cox PH measured from first documented progression: ITT, TCI C
e Cox PH measured from first documented progression: ITT, TCI E
e Cox PH measured from first documented progression: elTT, TCI C
e Cox PH measured from first documented progression: elTT, TCI E
e Cox PH measured from first documented progression: ePP, TCI C
e Cox PH measured from first documented progression: ePP, TCI E

The Cox PH models will each contain terms for Stage, Location, Geographic Region, and Treatment with
the same referent terms per covariate. The same treatment comparisons will be performed (Multikine +
ClZ + SOC vs. SOC and Multikine + CIZ + SOC vs. Multikine + SOC) as for the other Cox PH analyses.

Figures:

e K-M Survival measured from first documented progression: ITT, TCI C
e K-M Survival measured from first documented progression: ITT, TCI E
e K-M Survival measured from first documented progression: elTT, TCI C
e K-M Survival measured from first documented progression: elTT, TCI E
e K-M Survival measured from first documented progression: ePP, TCI C
e K-M Survival measured from first documented progression: ePP, TCI E

These tables and figures are considered to be prospective in that the SDTM databases have not been
finalized and none of the above analyses have been performed.
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